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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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after SIX (6) MONTHS from the mailing date of this communication. 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 18 November 2005 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 
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4) ^ Claim(s) 1-24 is/are pending in the application. 
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Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Amendment filed on November 18, 2005 has been acknowledged. Claims 1-24 
are pending. 

Response to Amendment 

Rejection of Claims 1-20 as being anticipated by Smith (US 637028) has been 
maintained in light of applicant's arguments. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

2. Claims 1-23 are rejected under 35 U.S.C. 102(b) as being anticipated by Smith 
(US 637028). 

Smith discloses a centrifuge tube for dispensing urine or serum/ processing 
biomolecules. The separation device (50) comprises a separation column (142) that 
has a top side inlet (146) and a bottom side outlet (152) and in which separation 
material (150) is arranged and a collection vessel (162) for collecting the liquid exiting 
from the outlet (152), where in the separation column (142) is inserted into the collection 
vessel (50) and is closed off with a removable cover (44). (See Fig. 22) Smith further 
teaches the pressure-equalizing connection (154 and according to Figure 22, the 
pressure-equalizing connection is the space/channel between the collection vessel 
(162) and separation column (142)) is disposed apart from the separation material 
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(150). The separation column (142) has an edge flange (149) that is pressed onto the 
collection vessel (162) by means of the cover (40). (See Fig. 22) Smith discloses the 
interior of the collection vessel and the separation column has pressure-equalizing 
connection (154 and according to Figure 22, the pressure-equalizing connection is the 
space/channel between the collection vessel (162) and separation column (142)), in 
addition to the outlet (152) from the separation column. According to Figure 22, a 
pressure-equalizing connection has a port/openings (154) in the upper region of the 
separation column (142). In Figure 22, the edge flange (149) lies on the upper edge of 
the collection vessel (50). With regards to Claim 12, it appears that the volume 
enclosed by the collection vessel (50) beneath the lower end of the outlet (144) of the 
separation column (142) is at least 1.5 times as large as the free volume of the 
separation column. Smith teaches different variations of the same embodiment. Smith 
teaches the use of a filter (140) arranged in the separation column as shown in Figures 
20 or 20A. (Col. 17, Lines 28-33). Smith further teaches the separation device (50) is 
used for processing of tissues or other specimens. Smith teaches, " micro centrifuge 
tubes is the requirement to filter aqueous samples for clarification, particulate removal 
and/or sample preparation prior to the liquid being dispensed into the tube for testing." 
(See Col. 3, Lines 28-32) Smith further teaches, "the new invention addresses these 
problems with a one-piece design" (See Col. 3, Lines 41-42) Smith teaches micro 
centrifuge tubes/separation device (50) for storage and processing of tissue samples. 
Smith further teaches, "this would then allow the user to remove the bag from the 
storage container 162 by disengaging it from the cap 149 and be used for further 
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evaluations and/or testing as are normal biopsy bags used in histology laboratories." 
(See Col. 18, Lines 40-44) Smith further teaches, "The present invention provides for a 
threaded cap design that incorporates a pressure responsive diaphragm that increases 
the sealing effectiveness of the cap when the internal pressures of the container 
increase during testing or storage (i.e.: centrifugation, heating and freezing)." (See 
Col. 3, Lines 65-66 to Col. 4, Lines 1-4) Smith further teaches centrifuging a fluid in the 
separation device (50) to separate a material from the fluid while permitting the 
pressure-equalizing connection to equalize pressures between the interior of the 
collection vessel and the separation column. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
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the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

6. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over Smith in 
view of Lewis. 

Please refer to Smith's teachings above. 

Smtih does teach micro centrifuge tubes/separation device (50) for storage and 
processing of tissue samples or other specimens. (See Col. 18, Lines 23-25) 

Smith fails to explicitly teach the fluid comprises a bodily liquid and wherein 
centrifuging comprises separating nucleic acids from the bodily liquid. 

Lewis teaches a centrifuge device for separating nucleic acids from bodily liquid. 
(Col. 2, Lines 21-24) 

It would have been obvious to one of the ordinary skill in this art at the time the 
invention to provide the device of Smith such that the separation device of Smith be 
used for separating nucleic acids from bodily liquid in order to analyze a nucleic acid 
sample to further optimize the use of the device. 

Response to Arguments 

With respect to Claims 1-20, applicant's arguments filed on November 18, 2005 
have been fully considered but they are not persuasive. Applicant argues that no 
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separation takes place in the device of Smith. However, this is a method limitation and 
not a structural limitation. A method limitation does not add patentable weight in a claim 
to the device. It is also noted that Smith does teach separation as described in his 
teachings above. For the newly filed method claims, the limitation with respect to 
centrifuging has been addressed. 

Conclusion 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jyoti Nagpaul whose telephone number is 571-272- 
1273. The examiner can normally be reached on Monday thru Friday (8:00-4:30). 



Application/Control Number: 10/721,826 



Page 7 



Art Unit: 1743 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




